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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )□ Responsive to communication(s) filed on . 

2a)E3 This action is FINAL 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 11-18 and 23-32 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 11-18 and 23-32 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* see the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1 . Claims 1 1 -1 8 and 23-32 are pending. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. §1 03(a), which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. Claims 1 1 - 18, and 23 - 32 are rejected under 35 U.S.C. §103 as being 
unpatentable over Nodiff (US Pat. No. 5,104,885) in view of Paliwal et al. (Journal of 
chromatography, 616:155-160 (1993)) and Purietal. (Am J. Trop. Med. Hyg., 
41(6):638-42(1989)). As explained in the previous action, Nodiff discloses primaquine 
as a curative anti-malarial drug. Pa//Wa/ et al. teaches that CDR1 80/53, a primaquine 
prodrug, has similar anti-malarial activity but is much less toxic than primaquine. Pun et 
al. found the curative dose of CDR1 80/53 as 1 .25 mg/kg per day for 7 days (page 638, 
Experimental groups). Applicants claim the primaquine prodrug CDR1 80/53 at a dose 
of "not more than 1 .0 mg/kg of body weight per day" in Claims 1 1 -1 5, 23, and 31 , and 
claim the primaquine prodrug CDR1 80/53 at a dose of "not more than 5.0 mg/kg of 
body weight" in claims 16 -18, 24 - 30 and 32. The only difference between the prior 
art and applicant's claims is the dosage concentration. Mere differences in 
concentration will not support the patentability of subject matter encompassed by the 
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prior art unless there is evidence indicating such concentration is critical. "[W]here the 
general conditions of a claim are disclosed in the prior art, it is not inventive to discover 
the optimum or workable ranges by routine experimentation." In re Aller, 220 F.2d 454, 
456, 105 USPTQ 233, 235 (CCPA 1955); see also Peterson, 315 F.3d at 1330, 65 
USPQ2d at 1382; In re Hoeschele, 406 F.2d 1403, 160 USPQ 809 (CCPA 1969); 
Merck & Co. Inc. v. Biocraft Laboratories Inc., 874 F.2d 804, 10 USPQ2d 1843 (Fed. 
Cir.), cert denied, 493 U.S. 975 (1989); In re Kulling, 897 F.2d 1 147, 14USPQ2d 1056 
(Fed. Cir. 1990); and In re Geisler, 116 F.3d 1465, 43 USPQ2d 1362 (Fed. Cir. 1997); 
MPEP 2144.05 (Obviousness of Ranges, II. Optimization of Ranges). The invention, 
as claimed, is unpatentable because applicants have merely adjusted dosage 
concentrations of known methods, i.e. inhibiting the transmission of malaria by 
administering an effective amount of CDR1 80/53. 

Claim Rejections - 35 USC § 112, First Paragraph (Written Description) 

The following is a quotation of the first paragraph of 35 U.S.C. §112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 11-15 and 23 are rejected under 35 U.S.C. §112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contain subject 
matter, which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 



Application/Control Number: 09/316,31 3 Page 4 

Art Unit: 1625 

Applicants point to Table IV on page 22 as support for claimed dosages. Page 
16 of the specification explains Table IV. Applicants point out that the "curative dose" 
referred to on page 16 explaining the values of Table IV on page 22 refers to 
"antirelapse curative dosages." However, the current claims are not restricted to 
antirelapse curative dosages but read on all methods for inhibiting transmission of 
malaria. Furthermore, the specification's explanation (page 16) of Table IV (page 22) is 
inconsistent with applicants' explanation of Table IV. Page 16 describes Group V of 
Table IV as the "Vehicle Control Group," which "showed marginal fluctuation of Met-Hb 
level within the normal limits." Applicants, however, allege that Group V of Table IV 
provides support for a claim of 1 .Omg/kg dose. Therefore, the claims contain subject 
matter, which is not described in the specification in such a way as to convey that 
inventors has possession of the claimed invention at the time the application was filed. 

Claim Rejections - 35 USC § 112, First Paragraph (Enablement) 

4. Applicants' arguments regarding the enablement rejection of Claims 11-15 and 
23 have been carefully considered but ultimately deemed unpersuasive. Therefore, 
Claims 1 1 - 15 and 23 remained rejected under 35 U.S.C. §1 12, first paragraph for the 
reasons set forth in the previous action. 
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Conclusion 



5. No claims are allowed. 

6. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to James Balls whose telephone number is (571) 272- 
7997. The examiner can normally be reached on Mon - Fri 8:00am - 4:30pm EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang can be reached on (571) 272-0562. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




James Balls 
Art Unit 1625 
February 7, 2006 



Cecelia Tsang 

Supervisory Patent Examiner 
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